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Medical oxygen as a kind of medicine used in patient treatment is directly 
related to patient’s health. Due to the inconsistency of China Medical Oxygen 
standards, the production enterprises of legitimate medical oxygen are in business 
difficulty and the sources of medical oxygen in medical units are chaotic. This article 
will discuss the concepts and management of medical gases and medical oxygen, 
pin-point the legal issues of medical oxygen production and medical oxygen supply of 
medical institutions. Additionally, it will combine the situation of international 
medical gases management with those regulations that used in developed nations and 
regions and give suggestions to perfect the regulations of medical oxygen 
management in China. This article is divided into four parts as below: 
Chapter 1 involves overview of medical oxygen. This chapter summarized the 
concepts and management methods of medical gases and medical oxygen, analyse  
the industry status of medical oxygen production and quality control. 
Chapter 2 involves legal regulation of medical oxygen management. This 
chapter firstly emphasized the specificity of the gas industry that diffentiate it from 
traditional medical industry, and secondly discussed the legal issues existed in the 
production and clinical use of medical oxygen. Respectively, it discussed the 
problems encountered in production combined with China medical oxygen usage 
specification and the current mode of medical oxygen supply in China's medical 
institutions combined with China's relevant laws and regulations. 
Chapter 3 involves overseas regulation of medical oxygen. This chapter 
introduced the management status of medical oxygen in developed regions such as US, 
EU, and highlight the medical oxygen regulation of The Pharmaceutical Inspection 
Convention and Pharmaceutical Inspection Co-operation Scheme
（PIC/S）.Furthermore, it point out the main difference of medical oxygen regulation 
between China and the PIC/S. 
Chapter 4 involves Legal Perfection of medical oxygen. Consider the current 
status of the management of medical oxygen in China, this chapter provides several 
suggestions to improve the legal system. First, the technical specification of medical 















oxygen regulations should be unified; third, the law should adapted for the progress  
of the technology; fourth, the supply management regulations of primary health care 
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① GMP 是英文 Good Manufacturing Practice 的缩写，中文的意思是“良好作业规范”，或是“优良制造标准”，
是一种特别注重在生产过程中实施对产品质量与卫生安全的自主性管理制度。我国药品的 GMP 是指国家食




























































                                                        
① 国家药典委员会.中国药典（二部）[M].北京：中国医药科技出版社，2010.818. 
② 同上。 

























1988 年 4 月 12 日,国家技术监督局颁布 GB8982-1988《医用氧气》国家标
准,并于同年 12 月 1 日起实施，1998 年又作了修订。《中国药典》（2000 年版）
收载了医用氧的药用标准,对其生产实行药品批准文号和许可证管理制度。①国家
药品监督管理局 2003 年发布《医用氧 GMP 补充规定》，国家食品药品监督管理
局 2005 年发布《医用气体 GMP 认证检查项目》共 76 项，其中关键项目 15 项，
一般项目 61 项；并规定关键项目缺陷大于 3 条或关键项目缺陷小于等于 3 条且
一般项目缺陷大于 20％不予通过认证。从 2007 年 1 月 1 日起国家食品药品监督







查询国家食品药品监督管理局网站的数据统计，③截止 2012 年 9 月底，全国
在产医用氧生产企业均通过 GMP 认证并取得相应证书，其中，医用氧(液态) 生
产企业 109 家，医用氧(气态)生产企业 530 家。2012 年统计发现，现阶段我国
年产值在 1000 万元至 5000 万元的医用氧生产企业约占总数的 25%，年产值在
                                                        
① 覃乾汗.医用氧的质量要求[J].内科，2009，4（4）：642. 


















100 万元至 1000 万元约占总数的 60%，年产值在 5000 万元以上和 100 万元以下
约占总数的 15%；员工人数 20 至 50 人的企业约占总数的 30%，员工人数 50 至
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